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f)EPA,JATlMENT OF HEALTH 8t IIt’MAN SERVICES Pffblic WeSth Se*ric@ 

Food snd Drug kdmncsrration < ’ 
Fk&vitle MD 33357 

In 1% ght of questions raised about the source of the data the Food and Drug AdminismGon (FDA j 
relic:d on in approving Dr. Reddy Lsbomtories L&s New Drug Application for hnlvaf, 
amlodipine x&ate fND+ 11-435). 1;DA believes rhat it is in the public in&rest to stay the 
effective date of the approval of,rhat BJDA pending FDA’s reevakWion of the basis for that 
approval. Accordingly, the effective date of rhi: approval of NDA 21-435, is hereby stayed until 
PD.!\ has reevaIua:ed the application and determined that the drug has been showi: to be safe and 
effective under the conditions of USE: described in <he labeling based on data From qmpriace 
sources. Marketing under NDA 21-435 is prohibited during Ihe ?endtmcy of tic stay. 

W&I K. Hubbard 
Associate Commissioner for Policy and Planning 
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